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September 8, 1993
Document Processing Center (TS-790)

Office of Toxic Substances
U.S. Environmental Protection Agency
treet .
Washington, DC 20460 /M,\BB"“““““

Attention: Section 8(e) Coordinator( A N

Dear Sir/Madam:

The purpose of this letter is to inform you, under TSCA Section 8(e), of results of an dermal
sensitization study using the Buehler Closed Patch Method communicated to us on August 25,
1993. The study was conducted with AC 303,630 10% EC formulation. The active ingredient a

research material, designated, generically as, a substituted pyrrole, 4-bromo-2-(4-chlorophenyl)-
1-(ethoxymethyl)-S-(trifluoromethyl)-1 -pyrrole-3-carbonitrile (CA).
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Dermal Sensitization Study in Guinea Pigs (T-400-9303-018)

The test material when tested for dermal sensitization using the Buehler Closed Patch Method
produced a mild sensitizing reaction which was confirmed upon rechallenge. However when the
technical material was tested the test material was not considered to be a sensitizer. Available
information on the excipients used support our belief that the sensitization was a response due to
the excipients used in the formulation FNew Kalgen 530 and New Kalgen D-625).

We are currently evaluating the significance of these results. This material is under research and
development as an insecticide.

If further information is required, please contact K.A. Traul, Ph.D. at 609-799-0400 ext,§7(ﬁ.
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Wayne. New Jersey 07470

This letter formally acknowledges EPA's receipt of information
submitted by your organization under Section 8(e), the
ngubstantial risk" information reporting provision of the Toxic
Substances Control Act (TSCA). For your reference, copies of the
first page(s) of your submission(s) are enclosed and display the
TSCA Section 8(e) Document Control Number (i.e., 8EHQ-0000-0000
Init.) assigned by EPA to your submission(s). Please refer to
this cited number when submitting follow-up or supplemental
information.

Please note that all submitted correspondence will be placed in
the public files unless confidentiality is claimed according to
the procedures outlined in Part X of EPA's TSCA Section 8(e)
policy statement (43 FR 11110, March 16, 1978).

Confidential submissions submitted pursuant to the TSCA Section
8(e) Compliance Audit Program (CAP) should already contain
information supporting confidentiality claims, because
substantiation of CBI claims is required at the same time the
8(e) CAP is submitted to EPA. (If not done so already, please
ensure that this information is provided to the Agency). When
substantiating any/all claims, answer the questions detailed in
the following attachment.

For NON-CAP submissions, any confidentiality claims should be
supported by submission of information as described in the
attachment(s).
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8(e)-12424A
LOW--Dermal sensitization

Using the Buehler closed patch method, the formulation produced a mild sensitizing reaction in guinea
pigs at challenge and rechallenge. However, when the technical material was tested, the material was not
considered to be a sensitizer.




